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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election without traverse of Group VII, claims 1 1-13, in the reply filed on 
05/15/2008 is acknowledged. 



Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

2. Claim 12 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 12 contains the trademark/trade name GE4064. Where a trademark or trade name 
is used in a claim as a limitation to identify or describe a particular material or product, the claim 
does not comply with the requirements of 35 U.S.C. 1 12, second paragraph. See Ex parte 
Simpson, 218 USPQ 1020 (Bd. App. 1982). The claim scope is uncertain since the trademark or 
trade name cannot be used properly to identify any particular material or product. A trademark 
or trade name is used to identify a source of goods, and not the goods themselves. Thus, a 
trademark or trade name does not identify or describe the goods associated with the trademark or 
trade name. In the present case, the trademark/trade name is used to identify/describe an FXR 
agonist and, accordingly, the identification/description is indefinite. 
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Claim Rejections - 35 USC §102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the mvention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent m the United States. 

4. Claims 1 1-13 are rejected under 35 U.S.C. 102(b) as being anticipated by Haffiier, et al 
(USP 6,639,078). 

Haffiier discloses a generic approach to assay development for nuclear receptors, utilizing 
purified ligand binding domains assay development has been extended to develop in vitro 
assays that detect ligand binding by monitoring ligand induced changes in receptor 
heterodimerization (see column 3, lines 37-41). The disclosure utilizes the above discussed 
assays for the discovery of hgands for FXR, of which is preferred to be GW4064. Binding of 
the FXR nuclear receptor can result in the alteration of expression of various genes that FXR 
aids in regulating, including genes involved in lipid absorption and digestion in the small 
intestine and lipid homeostasis in the liver (see column 4, lines 25-53). 

Because the FXR agonist GW4064 is disclosed in the above reference as an agonist for 
gene expression specifically associated with the liver, it would appear that the expression of the 
FGF-19 gene in a hepatocyte cell is an inherent property of such an agonist because the same 
agent is contacting the same target cells in each case. See MPEP §21 12. 
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Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the im ention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the stibject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

6. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

7. Claims 1 1-13 are rejected under 35 U.S.C. 103(a) as being unpatentable over Haffiier, et 
al. USP 6,639,078. 

8. The examiner believes the prior art to be anticipatory, as discussed above. In the interest 
of completeness of prosecution, however, and with regard to this particular rejection only, the 
assumption will be made that too much "picking and choosing" would be required. 

The specific combination of ligands for FXR, GW4064, for the expression of FGF-19 
genes in vitro, as claimed is disclosed within the broad generic ranges taught by the reference but 
such "picking and choosing" within several variables does not necessarily give rise to 
anticipation. Coming Glass Works v. Sumitomo Elec . 868 F.2d 1251, 1262 (Fed. Circ. 1989). 
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Where, as here, the reference does not provide any motivation to select this specific combination 
of variables, anticipation cannot be found. 

That being said, however, it must be remembered that "[w]hen a patent simply arranges 
old elements with each performing the same function it had been known to perform and yields no 
more than one would expect from such an arrangement, the combination is obvious". KSR v. 
Teleflex . 127 S,Ct. 1727, 1740 (2007)(quoting Sakraida v. A.G. Pro . 425 U.S. 273, 282 (1976). 
"[W]hen the question is whether a patent claiming the combination of elements of prior art is 
obvious", the relevant question is "whether the improvement is more than the predictable use of 
prior art elements according to their established functions." (Id,). Addressing the issue of 
obviousness, the Supreme Court noted that the analysis under 35 USC 103 "need not seek out 
precise teachings directed to the specific subject matter of the challenged claim, for a court can 
take account of the inferences and creative steps that a person of ordinary skill in the art would 
employ." KSR v. Teleflex . 127 S.Ct. 1727, 1741 (2007). The Court emphasized that "[a] person 
of ordinary skill is. . . a person of ordinary creativity, not an automaton." Id at 1742. 

Consistent with this reasoning, it would have obvious to have selected the taught FXR 
agonist, GW4604 for the expression of GFG-19 gene, as it has been taught in the disclosure of 
Haffner that binding of the FXR nuclear receptor can result in the alteration of expression of 
various genes that FXR aids in regulating, including genes involved in lipid absorption and 
digestion in the small intestine and lipid homeostasis in the liver. 
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Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SHAHRZAD SPIELER whose telephone number is (571)270- 
1557. The examiner can normally be reached on Weekly 8-5. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Frederick Krass can be reached on 571-272-0580. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an apphcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Elecfronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Shahrzad Spieler/ 
Examiner, Art Unit 1612 



/Frederick BCrass/ 

Supervisory Patent Examiner, Art Unit 1612 



